United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPLICATION NO. 


FILING DATE 


FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. 


CONFIRMATION NO. 


10/583,334 


03/07/2007 


Francesco Santangelo 


U 016325-6 


9753 



140 7590 

LADAS & PARRY LLP 
26 WEST 61ST STREET 
NEW YORK, NY 10023 



12/03/2008 



EXAMINER 



SPIVACK, PHYLLIS G 



PAPER NUMBER 



1614 



MAIL DATE 



12/03/2008 



DELIVERY MODE 



PAPER 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 



PTOL-90A (Rev. 04/07) 



\JI 1 1 Ot? n\* If SJtl OUffffffCff y 


Application No. 

10/583,334 


Applicant(s) 

SANTANGELO, FRANCESCO 


Examiner 

Phyllis G. Spivack 


Art Unit 

1614 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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Applicant's Amendment filed August 13, 2008 is acknowledged. Claims 5-9 are 
canceled. New claim 10 is presented. Accordingly, claims 1-4 and 10 are now under 
consideration. 

An amended Abstract is noted. 

Those objections and rejections set forth in the first Office Action that are not 
herein reiterated are withdrawn. The following objection and rejections represent the 
only objection and rejections applied to the present claims. 

The disclosure is objected to for the following informality: In claim 1 the term 
"hemodialysis" appears twice. 

Appropriate correction is required. 

Applicant is again requested to send a complete list of his co-pending and related 
applications drawn to the administration of cystine and/or cysteine. 

Claims 1-8 were rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement in the last Office Action because the 
claims contains subject matter that was not described in the specification in such a way 
as to reasonably convey to one skilled in the relevant art that the inventor, at the time 
the application was filed, had possession of the claimed invention. The specification 
fails to describe the administration of cystine, cysteine or mixtures thereof for use in any 
treatment or prevention modality. 

Applicant states in the corresponding application before the European 
Patent Office the question of efficacy was raised, and Applicant responded by 
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submission of a test note. Applicant states a copy of that note is submitted 
with the present filing. 

No such "test note" is of record in the present case. 

The assertion that Applicant was not in possession of the full scope of 
the claimed method at the time the invention was made is maintained. 
Adequate description requires more than a mere statement that preventing or 
treating oxidative stress resulting from hemodialysis in a patient suffering from 
chronic kidney failure or End-Stage Renal Disease is part of the invention. 
The skilled artisan could not "immediately envisage" the claimed methods 
drawn to a prevention modality based on the description provided in the 
disclosure. 

The rejection of record is maintained over claims 1-4 under 35 U.S.C. 
112, first paragraph, as failing to comply with the written description 
requirement. 

Claims 1-8 were rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to 
practice the invention in the last Office Action. The claims are directed to the prevention 
or treatment of oxidative stress resulting from hemodialysis in patients suffering from 
chronic kidney disease or End-Stage Renal Disease comprising administering cystine, 
cysteine or mixtures thereof. The specification does not reasonably provide enablement 
for methods of prevention within the full scope of the claims. 
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Applicant argues in the present case, prevention is merely "100% treatment" 
when the treatment is so effective that oxidative stress is avoided. 

Such an assertion of "100% treatment" is clearly not supported by the instant 
specification. On page 3 of the specification, only a broad general statement of 
"administration of cystine and/or cysteine for the prevention and treatment of oxidative 
stress resulting from hemodialysis in patient suffering from chronic renal failure" is 
provided. This mere statement does not provide support for preventing oxidative stress 
resulting from hemodialysis in patients suffering from chronic kidney disease or End- 
Stage Renal Disease and is not commensurate in scope with the instant claims . As 
evidenced by The Merck Manual , chronic renal failure results from numerous causes. 
Therefore, the outcome of a particular therapeutic regimen is unpredictable. 

Because no guidance is provided drawn specifically to methods of prevention, 
the rejection of record of claims 1-4 under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains to practice the method, is maintained. 

In the last Office Action claims 1-8 were rejected under 35 U.S.C. 103(a) as 
being unpatentable over Yamamoto et al., U.S. Patent 4,794,124, in view of 
Dall'Aglio et al., WO 0053176. 

It was asserted Yamamoto teaches the oral administration of cysteine in 
amounts of 10-5000 mg to treat diabetic nephropathy, i.e., any pathology of the kidney. 
According to The Merck Manual , the most common cause of end stage renal disease is 
diabetic nephropathy. However, Dall'Aglio teaches the administration of cysteine as a 
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detoxicating agent to treat oxidative stresses. Dall'Aglio teaches "oxidative stress" to 
mean any physiological and/or pathological condition characterized by an increase in 
the production of peroxides and free radicals in general, such as in the case of diabetes. 

Applicant argues the present claims are novel and non-obvious over the prior art, 
and new claim 10, particularly, is specifically directed to a method in which the 
relationship of the treatment with cysteine or cystine with dialysis is set out. Even 
though Applicant agrees "Dall'Aglio teaches cysteine may be used to treat conditions 
caused by oxidative stress, and diabetes is a possible cause of oxidative stress, 
Applicant argues the prior art does not teach the specific problems that arise when 
patients are subjected to hemodialysis. The teachings of Sela et al., Kidney 
International , is provided as evidence that oxidative stress is associated with 
hemodialysis. 

Applicant's arguments have been given careful consideration but are not found 
persuasive. The rejection of record of claims 1-4, and presently extended to include 
new claim 10, under 35 U.S.C. 103 is maintained. 

In view of the combined teachings of Yamamoto and Dall'Aglio, one skilled in the 
nephrology art would have been motivated to administer cysteine to treat the oxidative 
stress resulting from hemodialysis with a reasonable expectation of success. A clear 
association between oxidative stress and hemodialysis is taught by Sela. 
Dell'Aglio teaches the administration of cysteine to treat oxidative stress. According to 
Yamamoto, diabetic nephropathy is commonly caused by end-stage renal disease, and 
cysteine in amounts of 10-5000 mg is effective in the treatment of nephropathy. 
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No claim is allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this Final Action is set to expire THREE 
MONTHS from the mailing date of this Action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this Final Action and the Advisory Action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the Advisory Action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the Advisory Action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this Final Action. 

Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Phyllis G. Spivack whose telephone number is 571-272- 
0585. The Examiner can normally be reached on 10:30 AM-7 PM. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
supervisor, Ardin Marschel, may be reached on 591-272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



November 27, 2008 



/Phyllis G. Spivack/ 

Primary Examiner, Art Unit 1614 



